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Patents Act and Access to Medicines 


The house of Indian Parliament, during its winter session this year of 
2008, introduced the third and final changes on Indian Patent Act of 1970, under 
the TRIPS agreement. The changes in the Indian patent act have been discussed 
and debated heavily in the parliament. The bill was promulgated on 26'" December 
2004. And then while debating in the parliament number of amendments were 
tabled into the bill. What are these amendments and how will they influence access 
to life saving medicines? This Act has been a strong pillar for the success of the 
indigenous drug industry in India. The need to change is a consequence of, India 
having ratified the Final Act embodying the results of the Uruguay Round on 15" 
April 1994 and thus hound to give effect to the obligations of the World Trade 


Organization. It is thus forced to change its patent act. The changes involved will 


have far reaching consequence not only on access to life saving medicines and thus 


to the right to heaiiii but also on the fundamental principals of human rights. 


What will be the changes and what will be its implications for a common man on 


the street? 


TK 


1) Achievements of Indian patent act 1970; 


, : ill that the 
A number of articles have of late attracted media attention on a Bil 


: : 970. 
government has introduced, regarding the changes in Indian patent act ial 


What is patent? A_ patent is a_ limited monopoly’ given 


to individuals/corporations (usually 2 corporation) for a limited number of years 
for technological inventions/innovations by preventing others from using the 
patented technology. It is granted at the request of individuals/corporations by the 


Patent Office in respective countries. Hence, the patent right is available within the 


territory of the granting countries. 


How patent laws dictate drug prices and accessibility? Let us look at the 
Indian example. Drug prices of the patented drugs are the low in India amongs~ 
the Asian countries, but this was not so earlier. In 1965 the drug prices were 
amongst the highest in the world as India depended heavily for its drug needs from 
the imports and on the multinationals. It was the Indian Patent Act of 1970, which 
brought in the change, as it allowed only patenting of the process and not the 
product, The reason for granting only process patent in the area of drugs and 
medicines was for the reason that they were considered essential to the life and 


health of the community. It also reduced the patent period by seven years. 


So all this made way for:- 


1) The local and indigenous industry to manufacture the drug by another process 
and 


2) ty for another industry to start the manufacture of the drug within a 
short period of seven years time. 

This helped the indigenous generic drug industry to grow, 
meet the needs of the Country and also thus inducin 


SO as to 
; , & competition so as to reduce 
the drug prices. With many competitors in the market, the multinationals (MNC) 


brought down the drug prices, They had no other option. It is :o be noted that th 
ey 


did not bring dewn the prices to help people. On the contrary it was the 
competition in the market brought about by the public sector and the private 
Indian indigenous industry, that they were compelled to bring down the prices of 
the drugs. The Indian Patent Act 1970 helped the growth of the indigenous generic 
drug industry and thus to increase the availability of drugs and also to decrease 


the prices of drugs that are patented in other countries. See table 1 and 2. 


Table 1 
COMPOSITION OF INDIAN PHARMACEUTICAL MARKET 
Wises - oleic 


Table 2 
INDIAN DRUG EXPORT OF FINISHED PRODUCTS (RUPEES IN CRORES) 


~ 1980 - 81 1985 — 86 1990 — 91 1995-96 2002 


35.10 106.59 371.40 


The Act of 1970 was hailed as model legislation for developing 


2004.8 


countries; by UNCTAD (United Nations Conference on Trade and Development) 
since it has numerous provisions that balanced the interests of the patentee with 
those of the public. As a result the prices of drugs patented in other countries are 
cheap in India. They are between 1000% and 4000% cheaper than the same in US. 
For example in Mumbai (in India) one can buy Hytrin (a sophisticated 
antihypertensive) for two cents a tablet. A month’s supply of the drug costs about 
$4. At a local pharmacy in Boston (in US) the same drug from the same company 
costs $44 that is more than ten times as expensive. Take another example Tablet 
Ranitidine; a commonly used medicine for acidity (stomach-ulcers) is. forty four 


times costlier in UK and one hundred sixty three times costlier in USA. 


nly made the drugs natented in other 


: : ‘ act 1970 not 0 r 
The Indian patent ac Indian generic drug 


i the 
countries cheap in the Indian market but also heiped ee 
companies like Cipla, Reddy Laboratories and others to grow an - ~ 

ici i ARV). ese 
multinationals globally over the pricing of Antiretroviral § fk i 
medicines that make the AIDS patient lead a better quality of life and a 


) ; i t need in 
life span. These medicines need to be taken life long. ARVs are in urgen 


ica i i : rican and 
Africa as the whole of sub-Saharan Africa 1s struck with HIV/AIDS. Ame 


s at 
European multinational companies have paterited the drugs and kept the drug 


i mpany Cipla 
a very high price like $10,439 per patient per year. Indian company ©!P 


produced the same drugs in a cheaper way and offered for just $209 per patient 


per year. See table 3. This was possible only because of our patent act. 


VIPSOLL I Aa LIP? PLS POPPED 


The period of the patent protection under Indian patent act 1970 was for 
seven years and was of great advantage to the Indian drug industries. In fact when 
looked at the earlier achievements of India at bringing down global prices of 
drugs, it was this particular protection for seven years that had helped the Indian 
drug ‘ndustry. As these also made medicines available as soon as it was produced 
in the world market. It is extremely important to make medicines accessible when 
people need it most. For example Peniciliin, a life saving antibiotic, was produced 
in the foreign country during 1941 and in India it was produced only during 1963. 
It took 22 years for the drug to be produced in the Indian market. Similarly 


Streptomycin another life saving essential medicine used for Tuberculosis was 


produced in foreign market during 1947, but produced in Indian market in 1963. 
Thus it took 16 years for the drug to be produced in the Indian market. All this 
was before 1970, and things changed as the new patent act was brought into 
functioning. For example Salbutamol, a drug used to treat Asthma was produced 
in the foreign market in 1973 and it was produced in the Indian market in 1977, 
just 4 years after. Similarly Mebendazole, a drug used to treat common intestinal 
worm infestation was produced for the world market by 1977 and in India in 1978. 
Just 1 year after. See table 4. This early production of the drug in the Indian 
market was a great a boon to the patients. All this early availability of the medicine 
will be missed now and a dying patient in need of life saving drug will have to be 
told to wait till the medicines are easily available for him, at a cost that he/she can 


afford! 


Table 4 


Drug Production abroad | Production in India 


BEFORE 1970 


Sulfadiazine 


Penicillin 


Streptomycin 1947 1963 16 years 


AFTER 1970 


Salbutamol a 
Rifampicin 
Norfloxacicin 


Mebendazale 


Table 5 The magnitude of the HIV/AIDS in India. 
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This is more so relevant in view of the fact that HIV/AIDS in India are 
extremely important public health concerns. The official estimate as per UNAIDS 
report of June 2000 in India is at 3.7 million. (See table 5). Of these 800,000 are 
already suffering from AIDS, and a vast majority of them cannot afford to buy 


medicines, as it is beyond their purchasing capacity. 


95% of people with living with HIV/AIDS are in developing countries. 
UNICEF 


ahr ons aN ee 


The 1970 Patent Act was formulated after an exhaustive process of 


discussions within the country - both inside and outside Parliament -- Starting 


patent law was introduced in 1859, just two years after it came under British rule 


Similar was the case with many other Asian & African countries 


2) The amendment of the Indian patent act 1970; 


The Bill on Patents has totally three amendments in all. This 
particular amendment is the third in the series. The first in the series was done by 
the Act of 1999, effecting retrospectively trom 1“ January 1995, dealing with 
Exclusive Marketing Rights (EMR). This was followed by the Second Amendment 
Act in 2002. All these changes are in view of the fact that, India become a WTO 
member in 1995 and must implement the new TRIPS rules in the Phare teal 


sector by January 1, 2005. 


The third amendment was met with heavy criticism both inside the 
parliament and globally. There were protests in several parts of the world. The left 
parties who are a part of the coalition in the present government suggested certain 


-amendmenis to the third amendment. 


The third amendment has totally fifteen amendments integrated in it. Before 
we actually examine these amendments, it has to be appreciated that no amount of 
amendments or flexibilities or safe guards can ever match the original and unique 
Indian patent act of 1970. This act helped India to become a global power in the 
pharmaceutical sector. To restore the original Indian patent act of 1970, the TRIPS 
_ (Trade-related Intellectual Property Rights) agreement needs to be rejected and 
removed as an agenda from World Trade Organization (WTO). Unless this is done 
it will be impossible to benefit the Indian national interests. Charkravarthy 
Raghavan in his book titled “Recolonization”, fittingly states regarding the 
implication of changes of patents in developing countries. “The clock is not simply 
being put back. It is to be remade to move only backward”, while recollecting that 
the earlier proposals of the industrialized countries in the negotiations are a 
‘complete reversal’ of their past commitments to assist in promoting the 
development of the Third World. The fifteen amendments that have been 
introduced do nothing to stop the clock clicking backwards or even slow it. At the 
most they just allow us fo know that the clock is ticking back! It is to be noted that 


both the BJP led NDA and the congress led UPA did nothing on this issue when 


, a Jlinging each other 
tabled in the parliament. Members of Parliament while mud slingime, 


the left parties which made some attempt 


also made the clock tick back. It is only 


. . ’ 
to address the issue (however minor they may be-). 


‘ umber of 
But since India is a signature to the WTO, which places a nD 


obligations on India including changing its patent act, this article makes “an 
assessment of the Indian patent act including its amendments. And this is being 
done from the twin angle of common mans’ interest and the interest of the Indian 
drug industry. Firstly the most frequently asked question by a common man Is 
whether drug prices will hike as a consequence of patent act changes. And secondly 
the fate of the Indian drug industry which hangs perilous!y on Compulsory 


Licensing. So let us examine both these issues. 


Drug Prices: - Drugs that have been in the market till 1995 would in no way be 
affected. Drugs that have been introduced during the period 1995 to 2005 are all 
pending as Patent applications. It is estimated that there are around 3000 
applications. !f the Patent Office grants Retecits rights to any of these applications, 
then the price of the drug will increase by 19% or more. This is because any perso> 
other than the patentee, if wishing to manufacture then will have to pay royalty. 
This had been seen to happen in the case of anti-cancer drug called Glivec which 
was granted the right to a Swiss multinational company Novartis, leading to a ten 
fold increase in its price, thus causing misery to thousands of patients. The new 
amendments have now clarified that such Indian companies which are already 
producing these drugs can continue to produce them, after paying a royalty even if 


the drug is patented. But the most important and hardest hit will be the drugs that 


have been introduced after 2005 and if patented would definitely lead to monopoly 


by a drug company. And with monopoly granted and with no competition the drug 
company would soar up the price of the drug. Let it not be assumed that price will 


increase by few rupees, but rather would be exorbitant. Rough estimates suggest 


that prices will increase at least by 15 to 20 times. A cancer drug that now costs Rs. 


90)0-Rs. 12,000 may shoot up to Rs. 1.20 lakhs. Anti-retroviral drugs for HIV 


patients may jump from Rs. 7000 to nearly Rs. 2 lakhs for a one-year course. With 
the field of Biotechnology growing leaps and bounds — it is hoped that in future — 
many new drugs would be in the market. In fact this is what would help the 
multinational drug companies to reap huge profits. The evrlier abilities of the 


Indian drug companies to quickly produce these drugs have been taken away. 
The only way out of this monopoly introduced by Patents is Compulsory Licensing. 


Compulsory Licensing: - Is a method by which a patente? drug is licensed to be 
marketed by another drug company, usually a generic drug manufacturer, If 
Compulsory License is issued then the price of the drug crashes as it induces 
competition. This will be the backbone of the Indian drug companies. For 
Compulsury Licensing to be effective the procedures for granting such licenses 
need to be made simple and effective. But unfortunately this has not happened in 
the amendment. The procedure has been made cumbersome. The entire process is 
Excessively legalistic and provides the patentees (mostly multinational) the 
opportunity to buy time through litigation. The huge legal expenses involved in 
fighting the multinational drug companies holding the patents may dissuade the 
generic drug companies from applying for licc nses in the first place. These are not 
ere theoretical possibilities. This is precisely what happened in India under the 
911 Patent act (then known as Patent and Design act 1911). The 1911 patent act 
/as designed by the British government to loot India as it was its colony. It may be 
elevant to recollect that hardly any Compulsory Licenses were granted during 
lis period because the procedure were made terrible cumbersome. Hence the 
(perience under the Patent act of 1911 would be a rough guide to what is likely to 


ippen in India unless something is done. Look! How the clock is clicking 


ickwards!! 


Two things need to be noted here. Firstly most developing countries, like UK, 
A, Canada and host of others have used Compulsory Licensing extensively. And 
W they are advising developing countries not to use them! Secondly nothing in 


fO agreement prevents India from making the compulsory licensing procedure 


simple ard straight forward. The Doha declaration of WTO has made it am 
clear (as dealt subsequently in this write up). The US government when it u: 
Compulsory License for it faced threat (remember it was just hoax threat) fre 
Anthrax, did not face a single internal or external opposition. But if developi 
countries try to do anything close to it, they would put to intense diplomatic a: 
economic pressures fzom developed countries; even if a public health crisis is mo 
severe and extensive (it really exists and is not just threat). Government use w 
ultimately depend 0. how such iaternational business pressures are tackled. § 


eventually it all depends upon the political will. 


3) Drug Price regulation in the Indian context:- 


It has been observed that drug prices reduces on getting into competitior 
the best example quoted globally is that of Indian generic drug company Cipl 
reducing the prices of medicines needed for HIV/AIDS. Though this may be 
global phenomenon, but back home in India this rule hardly seem to apply 
Because in the Indian context there exists wide variations in drug price 
manufactured by different companies. Thus an exploitative drug pricing alread 
exists in the Indian context. The changes brought in the Indian patent act 1970 


will further deepen the existing crises. 


Let us take the example of the drug Amledopine (a drug needed to manage 
high blood pressure). See chart 6. The drug manufactured by Pfizer under the 
brand name Amlogard costs Rupees 4.81 per tablet of 5 mg. The same drug 


r-anufactured by Alidac under the trade name Alidac e9sts Rupees 6.50 per tablet 


of 5 mg. A whooping price difference of 862%! And in between this range exist 
other manufacturer offering the drug under differing prices. 


needs to be taken often life long. 


Remember this drug 


Table 6. Ca SS 


fas acca a 
862°% prices difference between the cheapest and the costliest 


Drug Brand name Company 


Price per tablet 
(50 mg) 


Amlogard Pfizer | 
Stamlo Dr Reddy 
Amlodopine 5 mg Amlogen Pg een 
Amlodac” - Alidac Rs 0.50 


a 


Take another example of a life saving antibiotic Ceftriaxone. See table 7. They are self 
explanatory. 


Table 7 


326% price difference between drugs 


Drug Brand name | Company Price per 1 gram 


Gutencef E-Merck Rs 50 


There could be several such examples. According to a study done by V.Roy 
& S.Rewari presented in the Indian Journal of Pharmacology 1998; 30: 404407, 
under the title “Ambiguous drug pricing: A physician’s dilemma”, a total of 84 
formulations were compared, It has two startling discoveries. Firstly variations in 
drug prices were observed and it ranged from 2.3'% to 3406%. And secondly 


greater the number of companies manufacturing the drug more was the variation 


in prices. 


‘cing situation advises that:- 
The study after analyzing the drug pricing situation @ 


heir quality it 
1. In the absence of comparative information on drug prices and t q : 


: ical treatment. 
is difficult for physicians to prescribe the most economical ir 


i hysicians 
2. There is an urgent need to provide adequate inforsaation to phy 


regarding cost. 


Unfortunately there is no source of unbiased information regarding drugs to the 
practicing physician. They are compelled to depend upon the information 
provided by the drug companies through the medical representatives. And 
needless to say the costliest drug in the market is maximally promoted by the 
drug industry. Probably among the most important reasons why drugs are 
overpriced are misleading promotions. The huge margins in drug pricing are 
used to organise sponsor seminars for the medical profession. Drug companies 
spend on an average 35% of sales on drug promotion to doctors. Companies 
would not spend such huge amounts on promotion if it were wot effective in 


influencing doctors’ prescription. 


This kird of drug pricing is pinot untold hardships for poor people, 
making it difficult for them to access treatment leading to untreated illness 
greater mortality and morbidity. The government must duly intervene and 
bring in drug price regulation. But on the contrary the government is reducing 
the number of drugs under price control. During 1979 the number of drugs 
under price control was 365, which being reduced to around little less than one 
hundred during the year 1995. And still further the government plans in future 
to reduce the drugs under price control to a mere couple of dozens. The forces 
that are driving the government towards such a policy being the ideology of free 


market in the era of globalization. Drug prices are controlled by most 


governments of all developing countries. 


The Patent bill amended has not only failed to include Several options 


available within WTO, but also the government of India has totally left the drug 


14 


ri . . = - . 
pricing mechanism unregulated. This has caused immense harm te the poor 


people, as is evident from the example quoted above. 


4) Doha declaration:- 


The Bill's provisions relating to compulsory licenses — an important 
mechanism within TRIPS that allows countries to get around patent monopolies 
under certain, specified circurnstances — are also being opposed by health 
activists, who believe that a complete revamp of the compulsory license system is 
called for in the interest of public health. The Significance of compulsory license 


1 
/ 
! 


becomes clear in the context of treatment for people living with HIV/AIDS. 


The Doha Declaration was adopted on 14" November 2001 at Doha in Qatar. 


It states clearly in Para 4, regarding Compulsory License as follows.- 


“We agree that the TRIPS agreement does not and should not prevent 
Members from taking measures to protect public health. Accordingly, whiie 
reiterating our commitment to the TRIPS Agreement, we reaffirm that the 
Agreement can and should be interpreted and implemented in a manner 
supportive of WTO Members’ right to protect public health and, in particular, to 


promote access to medicines for all’’. 


It was left to the TRIPS council to take necessary action on this issue. Just 
before the Cancun meeting during August 2003, the TRIPS council diluted most of 
' the issues connected with Compulsory Licensing and parallel importing. Post 
Doha, the USA tried to push for the definition of public health to mean majority 
HIV/AiDS, TB and malaria. This was later given up because of the protests from 


NGOs. 


The amended legislation is far from being adequate for use of Compulsory 
Licenses. It is unfortunate that the provisions within TRIPS are not being used; in 
spite the Doha Declaration ciarifications, while many other developing countries 
would be watching for India to take a leadership on this issue. Says Dr Y.K. 


i i ipla: “P: 's have national, not international laws. 
Hamied, chairman, Cipla: “Patent laws have to be national 


}4 


product patents to be recognized, but 


patent laws: “The Doha declaration expects 


, = y . sts.” 
asserts primacy of public health over comme cial intere 


ime, the 
Under the provision of a compulsory license in a product patent regime, 


roductior of a patented drug by anyone in case 


government can allow immediate p 
ike these 


i ik i . Even the richest nations 
of a national emergency like an epidemic. E 


seh : os 
provisions, like after the anthrax scare the US administration almost threat 


for supply of generic drug, Ciprofloxacin. Though the Doha Declaration does not 


contemplate a right to oppose or hold elaborate inquiries for grant of Compulsory 
Licenses. But the present Bill is burdened with conditionality and time consuming 
procedural requirements. It allows anyone to oppose the grant of a compulsory 
licence. “This is self-defeating in nature”, says Zaveri, “because MNCs will move 
the courts to protect their patented. Think of endless court proceedings while a 


99 


plague spreads furiously! 


Dr Hamied of Cipla further argues “In a country with over 60 milliva 
diabetics, 50 million asthmatics, 80 million heart patients, where, by World Bank 
figures, there will be 35 million HIV positive cases by 2005, health is a permanent 
crisis.” So he adds, “One needs a system of permanent compulsory licensing, an 
auto-licence of right with a reasonable royalty.” That means the existing system 
where a patent owner gets a royalty and the manufacturer has the right to produce 
the drug, thus India just cannot afford monopolies. According to IPA (Indian 


Pharmaceutical Alliance), a powerful Indian industry body which works closely 


with the Indian government on policy issues concerning on patents and drugs, at 


least four companies — Sun Pharma, Unichem, Yorrent and USV — privately 


endorse Dr Hamied’s contention of categorizing India as a country with “health as 
a permanent crises”, 


Much of the inputs for this Bill had perhaps originated by WIPO 


(World Intellectual Property Rights) as it had stressed to government to 


strengthen its IPR and “for eradicating the unfavorable intellectual property right 


” la i 
(IPR)”. WIPO had launched a programme during 2001 to train and advice Indian 


ove te » . 
government officials, persons in semi governmental and private sector in the 


region to public through its seminars on issues relating to strengthening of IPR 


5) Patents and developed countries; 


As the strangle of the US based drug giants increases on the Indian 
government to amend its Patent act, let us for a while look at the Patent history of 
some of the developed countries. Historically, there have been intense fights 
between the so-called free traders and those pressing for patent monopolies. 
Several of the currently industrialized countries, when they were in the stage of 
industrialization resisted patent laws. The Dutch in 1869 repealed their existing 
law enacted in 1809, and did little to introduce patent laws until 1912. In 
Switzerland, attemp‘s to introduce patent laws were successively turned down in 
referendums, and a law enacted only in the last decade of the 19" century. Till very 
recently a number of OECD (organization for Economic Cooperation and 
Development whose members are DMECs i.e. Developed Market Econ)my 
Country) countries (the Federal Republic of Germany till 1967, Switzerland till 
1978, Japan till 1976 and Nordics till 1968) did 1iot provide patent protection for 
chemicals; and pharmaceuticals were denied such protection in Federal Republic 
of Germany and France till 1967, and Italy till 1979. In Spain chemicals and 


pharmaceuticals will become patentable only in 1992. See table 8 below. 


Year in which brought 
in patent protection, 
aie tak 


; : rovided either no 
It is evident that many number of developing countries Pp 


ical se before the Uruguay 
patent or only partial protection in the pharmaceutical sector 


‘ati ; hev took the view that the 
Round of the world trade negotiations, in large because they 


m full 
health sector met a basic need and thus should be protected fro 


commercialization. India has exactly done the same way. 


Many of the countries that became independent after the war inherited 
patent laws introduced by the colonial metropolitan powers. India’s sews, 1 laws 
were introduced in 1859, just two years after it came under British Crown rule. 
Similar was the case in a number of other colonies in Asia and Africa, where 
patent laws were introduced to protect the metropolitan interests and ensure 
import monopolies. It was only much after independence that some of these 
countries revised their patent laws to provide the balance between the rights of 
patentees and the public interest and to promote industrialization and secure 


transfer of technology. 


~The imbalance between the North and South is seen in the fact that ove. 80 
percent of the patents in Third World countries are owned by foreigners, mainly 


multinational companies of the USA, UK, Germany, France and Switzerland. 


Even in developed countries often the Patents have played dirty tricks. This 
incident took place during middle of 70s. Till recently, Italy did not allow patenting 
of drugs and their processes, while such protection was available in the UK. As a 
result, Hoffman La-Roche AG of Basel (Switzerland) was Selling the British 


National Health Service two patented products used in the formulation of Librium 


and Valium (both are widely tranquilizers), at cver 40 times their prices in Italy. 


The British Monopolies Commission found that Roche was paying $925 per kilo 
for a substance that could be bought in Italy (where these 
patent protection) for $22.50 per kilo and $2,305 


products were not under 
per kilo for another substance 
that could be bought in Italy for $50 per kilo. If this 


could happen in an 
industrialized country, it is 


Casy to imagine what would happen to helpless 
consumers in Third World countries, | 


6) Myths of MNCs regarding R&D; tie USA experiences; 


The multinational drug companies and few large Indian drug companies 
have brought pressure on Governm:nt of India to change the Indian patent act 
1970. They argue that such changes (like ‘strong patents’) are necessary let 
drug companies can spend more on research. Let us examine this statement in 


depth. 


The fact that pharmaceutical companies set their research priorities 
according to profit means that they are largely uninterested in developing 
treatmenis for discases that affect mainly people living in the Third World, as 
these people do not have the purchasing power to buy the drug that might be 
invented. Between 1975 and 1999 the multinational drug companies brought 1,393 
new medications into the markct. Of these only 16 medications were for Neglected 
Diseases. In contrast over two thirds of new drugs were “me too drugs” (modified 
versions of existing drugs) which do little or nothing to change the diseases burden. 
Neglected Diseases plague the Third World and kill millions of people. TB, 
malaria, diarrhea, pneumonia, sleeping sickness, kala-azar, leishmaniasis and 
trypanosomiasis (Chagas disease) have a devastating impact on the world’s poor. 
These are known as Neglected Diseases. Infectious diseases can be considered 
neglected when there is a lack of effective, affordable, or easy to use drug 
treatments. Because Neglected Diseases primarily affect poor countries they do not 
constitute a market lucrative enough to attract investment in research and 
development of new drugs. The drug industry invests almost exclusively in 
developing drugs that are likely to marketable and profitable drugs for conditions 
such baldness, pain and a drug for jet lag. A good example for such is the drug 
Eflorinthine, a drug used to treat sleeping sickness, which claims thousands of lives 
a. Currently there are hardly drugs for this public health 


annually in Afric 


ist a administer. For example 
problem. The few drugs that exist are difficult fo adn ’ 


0 le who are 
- ; dev ars ago, kills 10% of the peop 
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given the drug and in some regions drug resistance means 3 
third of patients. The effective and less toxic drug that has 
company stopped producing it for commercial use as people 
not have the purchasing power to buy the drug. But the drag was 
market after five years with huge promotion in USA, when it was found to renee 
unwanted facial hair in women. The injustice of American women depilating their 
faces while thousands in Africa were dying of a treatable illness finally led the 
original makers to restart the drug production, after enough lobbying was done by 
ieeiees Without Borders, a civil society working for medical relief. But again the 


drug is available only till 2006 because of a drug donation, though a long term 


local producer for sustained accessibility is yet to be found. 


Today 90% of world’s diseases receive only 10% of the R&D money. 


The argument for a strong patent regime for pharmaceutical companies is 
often made by them (most of them being US or European drug companies) on the 
basis that there is heavy investment costs for R&D (Research and Development) 
that goes into the creation of new drug. It is however important to examine these 
claims properly. A look at 1996 — 2002 annual report of US Drug Company, 


throws light on this issue poorly explored area. The top nine drug companies spent 


a total of $45.4 billion on marketing, advertising, and administration and only 


$19.1 billion on R & D last year. The highest paid dru 


& company executive made - 
almost $75 million, 


while the top five exccutives received more than $183 million in 
compensation. 


Big drug companies try to explain that they need Strong patent, because it 
takes $802 million for a piece. This was a study done by Joseph DiMasi during the 
year 1993 for the American drug industry. But this has been rightly questioned by 
Public Citizen, USA and it estimates that reasonable it would be around $266 
million a piece. And this figure has also been accepted by none other than DiMasi 
himself! Obviously the study was supported by American drug industry and hence 
the high figures but had to give the correct figures te people because of mounting 
public pressure. Firstly it is a fact that most of the so-called new drugs are not 
innovations. Indeed, in excess of 40% of the industry’s R&D is aimed at producing 
minor variations of existing drugs and not for developing new drugs. A concrete 
example will clarify this. In 1994 it was discovered that Thalidomide could be used 
to treat Multiple Myloma. Celgne acquired the patents rights and in 2002 got 
sales of US $119 million. Thalidomide was a drug that was discarded from the 
global market durin: 1960 as it was known to cause deformity of the unborn child. 
This is an example of an old drug being used for new indication and is known as 
drug repositioning. Secondly the fastest growing sector of the drug companies is 
marketing sector and not R&D. For example there are 90,000 drug representatives 
pestering doctors to prescribe their products. The wages and salaries of these 
“foot-soldiers” in the form of wages and salaries are a whooping sum of;$12 


billion! See table 9, 10, 11 and 12 for more details about the huge profits of drug 


a Table9. 
Industry revenves 3430 bilken- 
2002 ' The chart shows the annual 
id arketing . report of the US drug: industry 


during the year 2002. The 
industry spends 35% on 
marketing and administration, 
but where as spends only [4% on 


research. 


Table 10. The chart shows the number of jobs for both marketing and research 
uring the year 1995 and 2000. The 


55,348 to $7,810 from 1995 to 
has actually gone down 


that were employed by the US drug companies d 
number of marketing jobs has almost doubled, from 
2000. As against the jobs for research in the drug industry 
from 49,409 to 48,527 from the year 1995 to 2000. 
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Table 11. Chart to show th 
: e huge sales of the i 
compared to the money spent by them on mo wis 


g companies as 


Table 12. Though the amount of money every year pumped in R&D has increased 


every ye:r from 1990 to 2003, but the number of applications for new drugs has gone 


slightly up. On the paradox the number of R&D productivity has actually decreased 
from mid 1990. smite rene. 
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This clearly shows how the pharmaceutical companies have kept the public 
in the myth of how they are spending their capital; basically it’s the public who are 
suffering because th2 money comes out of their pockets when they increase the 


price of the drugs to cover up their R & D costs. 


Ensuring worldwide rights for processes and production for drugs, it is 
argued, is essential to encourage new research and discovery, it is argued, is 
essential to encourage new research and discovery of new drugs. But Patents no 
longer seem to serve their original purpose of innovation of things useful to society 
and spread of knowledge. In the area of Pharmaceuticals, patents and excessive 
secrecy associated with them appear to be reducing innovation and scicntific 


research, and while they have not helped produce drugs needed for the ailments 


afflicting humanity, particularly the poor. 


7) Patents and right to health; 


ess till 
Intellectual property law and human rights law have more or less f1 


recently evolved independenily. However with the broadening scope of patents in 


a 


i ’ sector itself, the 
basic needs such as health and recent developments in the health sec ; 
lg . : nd direct. 
links between the two fields are fast becoming increasingly obvious a 


whi rted becomin 

This is truer for developing countries. These threats hich have starte 4 
; ; man right groups. 

increasingly obvious recently have been subject to scrutiny by human right group 


For example the Sub-Commission on Human Rights has adopted a resolution in 


2001 which recognizes the existence of potential conflicts between the 


implementation of TRIPS and the implementation of economic, social and cultural 


rights. See table 13. 


Table 13 


Human rights «& TRIPS 
Article 103 of the UN Charter expressly states that in the event of a conflict 
between the States’ obligation under the UN Charter and their obligations under 
“any other international agreement”, their c bligations under the UN Charter shall 
prevail. 


Covenant on Economic Social and Cultural Rights, IP statement, Para 12 
Any intellectual property regime that makes it more difficult for a State party to 
comply especially with its core obligations in relation to health, food, education or 
any other right set out in the Covenant is inconsistent with the legally binding 

obligation of the State 


Vienna Declaration and Programme of Action, 25 June 1993, United Nations 
(Doc, A/CONF 157/24, Part 1) 
Human rights and fundamental freedoms are the birthright of all human beings; 


their protection and promotion is the first responsibility of all goverrments. 


iE laa TT ES ee 


The arguments concerning the relationship between human rights ai | 
TRIPS, and debates concerning access to drugs in developing countries, both point 


towards the existence of potential conflicts between the introduction on drugs in 


developing countries and the realization of the right to health. It is well known 
that the implementation of TRIPS directly implies a r 


eduction in access to drugs 
and thus a step back in the implementation of the right to health This is not 

, 0 
acceptable. 


Ff 


8) Buoyancy to MNCs; 


The main aim and objective of the Amendment Bill is to keep up to the 
conditionality of World Trade Organization, so that India gets into the competitive 
global drug market. But alas! The competition is among awful unequal. Of tae 
global medications market with sales of US$ 350 billion, India’s share of US$3 
billion accounts for slighily less than 1 percent. One billion Indians spend as much 
in one year on pharmaceuticals as do seven million Swiss. “What we in India 
- consume in medications costs less than the booked net profit of the Swiss chemical 
giant Novartis”, says Mr Nihchal H.lrani, President of IDMA (Indian Drugs 
Manufacturers’ Association). “Why can’t the North grant the South the same 
liberal independence in protection of inventions that Switzerland in particular has 


claimed for itself over and used for its benefit?” 


| The main aim of changing the Indian Patent Act seems to be a need of 
MNC’s as they want more market and are eyeing Asia which is the largest 
continent of the world where 60% of the world population lives but contributes 
only 20% of the world pharmaceuticals business. With a high rate of popula tion 
growth it is expected that the need of drugs will tremendously increase in the 
Third World countries including India in the next decades. India contributes 
16.1% of the world population, but it produces only 1.2% of world drug 
production. See table 14. Hence the MNC’s are trying to have more control over 


the pharmaceutical markets of the developing nations. 
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Table 14 Percentage of drug production and 


world population in some countries. 


, % of world % of world 
aenanie drug production population 


USA 28.2% 4.7% 

Germany 7.7% 15% 

France 7.1% 1.1% 

U.K. 3.4% 1.1% 

) Brazil 1.7 % 2.8% 
India 1.2% 16.1% 


The real motive behind the pressure to bring in changes seem to be 
arm twisting techniques of PhRMA (The Pharmaceutical Research & 
Manufacturers of America — an organization of the Multinational drug 
companies), as they state in their report of 2000, to NTE (National Trade Estimate 
Report on Foreign Trade). It estimates that the losses attributable as a 
consequence of the present Indian Patent of 1970, to be approximately $500 million 
dollar year. This reveals the concern of US drug MNCs regarding the existing 
Patent laws in India. It is to be noted that the Indian Patent Act of 1970 not only 
allowed new drugs to be made available at cheaper prices, it also led to the 
creation of a platform for Indian companies to become global players. This process 
had just started and had Indian companies competing with global drug companies 
for generics. It is really this threat that has prompted the US drug companies to do 
so. For long the United States government’s position on Patents is 
indistinguishable from that of its countries drug companies. So as 


long as .hese 


drugs giants dominate global policies decisions, the developing countries 
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governments will continue to dance to the tunes of the WTO through US drug 
firms and/or US government. 


Will history repeat? 


In the 18" century, Britain enforced trade tax system on its colonies of 
America. This soughy to ensure that the colonies would serve as source of raw 
materials and as well markets for British manufactured products. The American 
colonies hit back ai the powerful British interests and encouraged domestic 
production by home spun textiles. Again to rescue the British East India Company 
and its huge assets, tea duty was introduced, which triggered the Boston Tea Party 
and set in motion that brought independence and gave birth to United States. 
Nearly 150 years later Gandhi in India hit at the British through home spun Khadi 
movement. The efforts of the rich countries in trying to pressurize poor eitthavies 
through the agenda of TRIPS will aaa he be in the long term be a repetition of 


the same folly with the same consequences. 


But for this to happen just “political will” would not be enough and what is 
needed would be “peoples will”. Will that happen? Will TRIPS be removed as an 


agenda from WTO? 


Act now! 
Our demands:- 


1. Say no to TRIPS. 


2. Make the decisions and discussions of the Government transparent. And 
have a public debate. 


3. Put right to health before patents and profit. 
4, Retain pre-grant opposition. 

5; Say no to dosage and usage patents. 
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Control all drug prices in the market. 


New Chemical Entities:- 
New Chemical Entities: - Many of the patent experts were of the 
opinion that limiting the grant to New Chemical Entities (NCE) was 
TRIPS compatible but the issue remained unresolved among the 
political parties at the time of the passing of Patents Act, 2005. Hence 
the government has set up (during April 2005) a technical expert group 
(chaired by Dr R A Mashalkar of Council for Scientific and Industrial 
Research, New Delhi), which will examine the issue of New Chemical 
Entities in detail and submit a report to the parliament. Based on this 
report the parliament will further take action. What are New Chemical 
Entities and how its abuse occurs? What is the scope for abuse in under 
the Indian Patent Acts? What are the ways and means to limit the scope 


for abuse of NCE under the Patents Act? 


_ What are NCEs? The term “New Chemical Entity” is restricted 
only to mean a new chemical substance, which is not known earlier. 
Unless the scope of this is clearly defined it will in all probability lead to 
an abuse of patents by the drug industry. As the patent period has been 
extended to twenty years the drug companies’ most effective strategy 
will be to seek an extension for another round of twenty years. This 
practice is known as “ever greening” or “secondary patents”. How do the 
drug companies do it? (1) By using legislative loopholes to apply for 
extension of patents. (2) By recombining the drug in a slightly different 
way. (3) By merging with competitors as patents rights expire as an 
ultimate effort to continue monopoly. (4) By suing the generic 


manufacturer. (5) By increasingly using drug promotion so that generic 


entry is made almost impossible. 
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According to National Institute of Health Care Management 


(NIHCM), USA (www.nihem.org) “Drug manufacturers patent a wide 


range of inventions connected with incremental modifications of their 


products, including minor features such as inert ingredients and the 
ferm, color and scoring of tablets.” In a report of NIHCM during a 
twelve year period (from 1989 to 2000), the United States of America’s 
FDA (Food & Drug Administration — the drug regulatory authorities of | 
USA) approved 1,035 new drug applications (not all are NCEs). Of these 
only, 361 (or 35%) were NCE and the rest of the 65%, which were 
granted approval contained active ingredients that were already 
available in the market. In other words these 65% of drugs are different 
from the already available drugs in the market only in terms of dosage, 
route of administration, combination of active ingredients etc. All such 
acts only unnecessarily delay the introduction of generic version in the 
market. Thus blocking competition and enhancing monopoly, this in 


turn leads to high cost of the drug. 


What is the scope for abuse in under the Indian Patent Acts for 
such abuse? The scope of patenting was limited by the Indian Patent act 


of 1970. But the same has been diluted by the amendments brought out 
during 2005. For example the term Inventions and Inventions Steps 
have been introduced, which refer to any technical advancement or of 
having higher economic significance or both. All this create enough 


loopholes that drug companies will be misusing to prolong patent 
period. 


In addition the amended patent act does not include conditions 


which would restrict the definition of NCE. Like mere discovery of a 


ACTION ALERT ON PATENT ACT, 2005, INDIA! 
Public Interest Groups must s eedily submit their re 


to the Technical Expert Committee on Patent Law Issues 


April 2005, Government has set up a technical expert group to examine Patent issues of 


limiting grant of patents to new chemical entities and the exclusion of micre-organisins 
from the patent regime. 


Despite the fact that many IPR experts were of the opinion that limiting the grant of patents 
to new chemical entities and the exclusion of micro-organisms from the patent reg ime was 
TRIPS compatible, the issue remained unresolved among political parties at the time of the 


passing of the Patents Act, 2005. 


resentations 


The constitution of the technical expert group to examine these issues is a follow-up of the 
assurance given by the government while moving the amendments to Patent Act, 1970 in 


“ok Sabha on March 22. 


On the basis of the opinion and report submitted by the technical expert group, the 
government in the Patents Act, 2005, will incorporate amendments. 


The technical expert group will: 
- Examine if the limiting the grant of patent to a new chervical entity is TRIPS 
compatible 
= Determine whether the exclusion of micro-organisms from the patent regime is 
consistent with TRIPS 
Members of the technical expert group: 
1. R.A. Mashelkar (Chairperson of the Expert Group) 
Director General 
Council for Scientific and Industrial Research, New Delhi 
2. Goverdhan Mehta 
Indian Institute of Scieace, Bangalore 
3. Asis Datta 
National Centre for Plant Genome Research, New Delhi 
4. Madhav Menon 
National Judicial Academy, Bhopal 
5. Moolchand Sharma 
Nationai Law Institute University, Bhopal 


Public Interest Groups can make their submissions to: 


Dr. R. A Mashelkar, 

Chairperson of the Technical Expert Group on Patent Law Issues 
C/o Council for Scientific and Industrial Research 

No. 2 Rafi Marg, New Delhi 110 001 

Tel: 23710472, 23717053, Fax: 23710618 


Email: dgcsir@csir.res.in 


***Affordabie Medicines & Treatment Campaiga*** 
amtc_India@vahoo.co.in 
Tel: 011- 24321101/2 
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IN PERSPECTIVE 


Drug price contre: no relief for poor 
By GOPAL DABADE 


The number of drugs under price control has come down drastically over the 
years, seriously affecting public health 


In the last few months the media has been so much seized with the issue of 
substandard and "spurious medicines", including the sensational news about 
death penalty for spurious medicine manufacturers that major issues concerning 
medicines seem to have been totally sidelined. In fact the issue of medicine pricing 
is much more scandalous and invites equal or even much greater attention. 


Medicine pricing and its policies have only at times attracted global media 
attention. The best known example is that, when an Indian drug company, Cipla 
brought down the prices of the much needed medicines for AIDS/HIV. The price 
came down from $1000 per person per year to just $ 350 per person per year. 
Even at these prices it has been guessed that Cipla would have made a profit of 
200 “%. This act by an Indian drug company exploded the global myth (often 
perpetuated by giant multinationals drug companies, most of them being 
American and Europe-based) that good and quality medicines cannot be 
manufactured at low prices. The need for these medicines is immense and urgent 
as in Sub-Saharan Africa where the disease is rampant. 


Though India has contributed its might to the global challenges of medicine 

. pricing, back at home in India the picture is not one of contentment especially for 
the common man and the poor. Because with decreasing government spending on 
health, increasing deregulation of drug prices, the private expenditure on health 


has increased tremendously. 


Foothold of equity | | | 
The National Pharmaceutical Pricing Authority (NPPA) set up in 1997 was 


established by Government of India to monitor the compliance of the DPCO 


AO 


d that through these bodies in general 


(Drug Price Control Order). It is observe 
e down 


the number of drugs under price contro} over the years has com 
drastically. 


The concept of Essential Drugs was realised by the World Health Organisation 
during the year 1977 and was strongly based on the foothold of equity which ts 
central to public health and ensures that the people who need the drugs the most 
are not denied access to them. This concept has been widely applied and many 
developing countries have drawn up their Essential Drugs lists. Essential Drugs 
are those that satisfy the health care needs of the majority of the population; they 
should be available at all times in adequate ameunts and, in appropriate dosage 
forms, with assured quality and reliable information, and at a cost that the 
community and individual car afford. 


This concept of Essential Drugs of WHO is extremely relevant in the Indian 
context, where millions of people within this country are the below poverty line 
and many more around it. Medical care has emerged as the second commonest 
cause of rural indebtedness. And also it is estimated that major part of the 
family's expenses on drugs and diagnostics goes to non-essential or hazardous 
medicines. 

This is estimated from 60% (the most conservative) to over 90%. Given these 
situations it becomes extremely important that the government implement the 
Essential Drug Policy on the guidelines of WHO. The pric:ug of drugs should not! 
be left to market forces. 


Half-hearted gesture 

Let us look at the DPCO of 1995, in which the Government of India came out 
with a list of drugs for price control in response to the various emerging public 
health problems. Unfortunately the DPCO does not dwell on these major health 
issues, but on the other hand the list includes drugs that are useless and even 
some hazardous ones. For example the DPCO does not mention any price 
regulation drugs for iron deficiency anaemia, HIV/AIDS, filariasis, coronary 
artery disease, rheumatic valve heart disease. It also does not mention price 
regulation for oral rehydration salts, cancer drugs and imany vaccines (for rabies 


etc). It also looks half-heartedly at TB by including just oue drug (which is 
Rifampicin)! 


The list on the other hand contains many drugs which are totally unessential like 
Vitamin E, Vitamin B2, Naproxen (an outdated pain killer) and Sulphadimidine 


oa 


(an outdated anti-infective) so on so forth as the list is quite exhaustive. To add to 


the misery the list includes even few drugs like Analgin (a pain killer) that are 
even hazardous. 


Successive DPCOs from 1979 onwards have only reduced the number of drugs 
under price restriction. During 1987 the number of price controlled drugs were 
142 and was reduced to 76 in 1995 and in 2003 it is expected to slump to a mere 
couple of dozens, the reason being that there is immense pressure from drug 
manufacturers. These companies have a good excuse, as the Government of India 
has to change its patent laws by 2005. And the multinational drug companies are 
af‘or the government to change its Patent Act, so that they can make more 
profits. 
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IN PERSPECTIVE 
Patents Act and access to medicines 


The changes in the Patents Act will affect the availability of © 
affordable medicines to the poor | 


BY GOPAL DABADE 


Parliament, during its winter session this year, was expected to introduce the 
third and final amendment to the Indian Patents Act of 1970, under the TRIPS 
agreement. This Act has been a strong pillar for the success of the indigenous 
pharmaceutical industry in India. The need to change is a consequence of India 
having ratified the final Act embodying the results of the Uruguay Round on 
April 15, 1994 and thus, being bound to give effect to the obligations of the Worle 
Trade Organisation. 


It is thus forced to change its Patents Act. The changes involved will have far- 
reaching consequences not only on the access to life-saving medicines but also on 
the fundamental principals of human rights. | 
The Bill on Patents has totally three amendments in all. This particular 
amendment is the third in the series. The first in the series was done by the Act o 
1999, effective retrospectively from January 1, 1995, dealing with Exclusive 
Marketing Rights. This was followed by the Second Amendment Act in 2002. All 
these changes have taken place after India became a WTO member in 1995 andi 
had to implement the new TRIPS rules in the pharmaceutical sector by January 
"1, 2005. 


Patent protection period 

The period of the patent protection will be extended to 20 years and this will be o 
disadvantage to the Indian pharmaceutical industries, as this allows MNCs or big 
companies to sell a drug in the market for a longer period, without competition, 
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which otherwise would have reduced the price of the drug. 


In fact, looking at the earlier achievements of India at bringing dowr the global 


prices of drugs, it was <his particular protection for five years that had helped the 
Indian industry. 


This is more relevant as HIV/AIDS in India are extremely important public 
health concerns with 3.7 million testing positive in India as per the UNAIDS 
report of June, 2000. Of these, 800,000 are already suffering from AIDS, and a 
vast majority of ther: cannot afford to buy medicines. 


Also, there are several key areas of concern in the third ordinance. The ordinance 
has diluted the earlier provision in the Indian Patents Act, where a “new use” of a 
known substance was not patentable, by qualifying the phrase “new use” with the 
word “mere”. : 


The ordinance has also made no provision to alluw the continued manufacture of 
drugs which are now being produced in the country, but were cranted a patent 
after January 1, 2005. Lastly and most importantly, the present compulsory 
licence regime in the ordinance is loaded with cumbersome procedures. 


The Bill has thus remained with several gaps, especially in terms of its failure to 
utilise the space legitimately available to India within TRIPS. The Bill fails to 
incorporate provisions on conditions that are consistent with the country’s 
development aims, such as compulsory licensing, the right to manufacture for 
exports, adequate protection for indigenous research and development, control of 


the term of patents and revocation to protect public interest in emergencies. 


Compulsory licence 

Under the provision of a compulsory licence in a product patent regime, the 
Government can allow the immediate production of a patented drug by anyone in 
-ase of a national emergency like an epidemic. The present Bill is, however, 
burdened with conditionality and time-consuming procedural requirements. It 
allows anyone to oppose the grant of a compulsory licence. 


Big pharmaceutical companies try to explain that they need strong patents, 
because it takes $500 million to bring a single drug to the market. A prominent 
pharmaceutical industry adviser, points out that this is a bogus figure for several 
reasons. Firstly, it is a fact that most of the so-called new drugs are not 


34 


innovations. Secondly, the fastest growing sector of the pharmaceutical industry 
is the marketing sector and not R&D. For example, there are about 90,000 
medical representatives pestering doctors to prescribe their products. The wages 
and salaries of these “foot-soldiers” is a whopping sum of $12 billion! 


The real motive behind the pressure to bring in changes seem to be arm-twisting 
techniques of PhRMA (The Pharmaceutical Research & Manufacturers of 
America). It estimates that the losses attributable as a consequence of the present! 
Indian Patents Act of 1970, are approximately $500 million a year. This reveals 
the concern of US drug MNCs regarding the existing patent laws in India. 


It is to be noted that the Indian Patents Act of 1970 not only allowed new drugs ta 
be made available at cheaper prices, it also led to the creation of a platform for _ 
Indian companies to become global players. This process had just started and 
had Indian companies competing with global drug companies for generations. 
However, as long as these giants dominate global policy decisions, the developing 
countries will continue te dance to the tunes of the WTO. 
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IN PERSPECTIVE 


Of patents, licences and drug prices 

By Gopal Dabade 

If rug prices have to remain within the reach of the 
people, TRIPS will have to be removed from the WTO 
agenda 


The most frequently asked question by a common man 1s whether 
drug prices will go up as a consequence of the Patent Act changes 
made by the government recently. There is also the question of the 
fate of the Indian drug industry which hangs perilously on 
Compulsory Licensing. 


Drugs that have been in the market till 1995 would in no way be 
affected. Drugs that have been introduced during the period 1995 to 
2005 are all pending as patent applications. It is estimated that there 
are around 3,000 applications. If the Patent Office grants patent 
rights to any of these applications, then the price of the drug 
concerned will increase by 10 per cent or more. 


This is because any person other than the patentee, if wishing to 
manufacture it, will have to pay royalty. This has been seen to 
happen in the case of the anti-cancer drug called Glivec which was 
granted the right to a Swiss multinational company Novartis, 
leading to a ten fold increase in its price, thus causing misery to 


thousands of patients. 


The new amendment made to the Patents Act is clear that such 
Indian companies which are already producing these drugs cen 
continue to produce them, after paying a royalty even if the drug Is 


patented. 


Hardest hit 


d%20Settings\Dr. Dabade\M y%20Documents\DH%20articles\Pa ,. 25-08-05 


Page lof4 AS 


Of patents, licences and drug prices - Deccan Herald - Internet Edition 


She 

Open Sesame 
DH Realty 
Metro Life - Sat 
Sunday Herald 
Sunday 
Spotlight 


Foreign 
Panorama 


Fine Art / 
Culture 
Articulations 
Entertainment 


Reviews 
Book Reviews 
Movie Reviews 
Art Reviews 
Columns 
Kuldip Nayar 
Khushwant 
Singh 

N J Nanporia 
Tavieen Singh 
Swami 
Sukhbodhananda 
Bittu Sehgal 
Suresh Menon 
Shreekumar 
Varma 


Movie Guide 
Ad Links 


Deccan 
International 
School 


Real Estate 


Properties in 
Bangalore 


Deccan Herald 
Now Available 


Globally 
in Print Format 


file://D:\Documents%20and%20Settings\Dr. Dabade\My%20Documents\DH%20articles\Pa.. 


Page 2 of 4 


But the most important and hardest hit will be the drugs that have 
been introduced after 2005 and if patented would definitely lead to 
monopoly by a drug company. And with monopoly granted and 
with no competition the drug company would increase the price of 
the drug. Let it not be assumed that price will increase by a few 
rupees — it would be exorbitant. 


Rough estimates suggest that prices will increase at least by 15 to 
20 times. A cancer drug that now costs Rs 9000-Rs 12,000 may 
shoot up to Rs 1.20 lakh. Anti-retroviral drugs for HIV patients max 
jump from Rs 7000 to nearly Rs two lakh for a one-year course. 
With the field of biotechnology growing leaps and bounds, it is 
hoped that in future many new drugs would be in the market. In face: 
this 1s what would he'p the multinational drug companies to reap 
huge profits. The earlier abilities of the Indian drug companies to 
quickly produce these drugs have been taken away. 


As for Compulsory Licensing, for it to be effective, the procedures 
for granting such licences need to be made simple and effective. 
But unfortunately this has not happened in the amendment. The 
procedure has been made cumbersome. The entire process is 
excessively legalistic and provides the patentees (mostly 
multinational) the opportunity to buy time through litigation. The 
huge legal expenses involved in fighting the multinational drug 
companies holding the patents may dissuade the generic drug 
companies from applying for licences in the first place. 


These are not mere theoretical possibilities. This is precisely what 
happened in India under the 1911 Patent Act (then known as Patent: 
and Design Act 1911). It may be relevant to recollect that hardly 
any Compulsory Licences were granted during this period because 
the procedures were made terribly cumbersome. Hence the 
experience under the Patent Act of 1911 would be a rough guide to 
what 1s likely to happen in India unless something is done. 


Two things need to be noted here. Firstly, most developed 
countries, like the UK, the USA and Canada, have used 
Compulsory Licensing extensively. And now they are advising 
developing countnes not to use them! Secondly, nothing in the 
WTO agreement prevents India from making the compulsory 
licensing procedure simple and straightforward. 


25-08-05 


CC EE a a Ve Te ae rr wwe 


aT 
Doha declaration 


The Doha declaration of WTO has made it amply clear. The US 
government when it used a Compulsory Licence when it faced 
threat from anthrax, did not face a single internal or external act of 
opposition. The Government use will ultimately depend on how 
such international business pressures are tackled. So eventually it 
all depends upon political will. | 


In the 18th century, Britain enforced the trade tax system on its 
colonies in America. This sought to ensure that the colonies would 
serve as a source of raw materials as well as markets for British 
manufactured products. The American colonies hit back at the 
powerful British interests and encouraged domestic production by 
home-spun textiles. | 


Again to rescue the British East India Company and its huge assets, 
tea duty was introduced, which triggered the Boston Tea Party and 
set in motion developments that brought independence and gave 
birth to the United States. Nearly 150 years later Gandhi in India hit 
at the British through the home-spun khadi movement. The efforts 
of the rich countries in trying to pressurise poor countries through 
the agenda of TRIPS will perhaps in the long term be a repetition of 
the same folly with the same consequences. 


But for this to happen just “political will” would not be enough and 
what would be needec would be “peopie’s will”. Will that happen? 
And for that to happen, TRIPS has to be removed as an agenda 
froin the WTO. . 
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Drug Action Forum — Karnataka, 
57, Tejaswinagar, Dharwad 580 002, Karnataka, India. 


drdabade@sancharnet.in Telephone number 0836-2461722 


To, 


Dr. Manmohan Singh 

Prime Ministe~ of India 

Office: PMO, South Block, New Delhi 

Tel: 23012312, 23013149 

Fax: 23016857 

Email: pmosb(@pmo.nic.in Date: 24“ Jan 2005 


Dear Mr. Prime Minister, 


We, the people present at the public function had a discussion on the THIRD PATENT 
AMENDMENT BILL, at Dharwad. We strongly believe thut the Patent (Amendment) Bill in its 
present form seriously compromises accessibility, affordability and availability of medicines and 
food — three important components of Right to Health and Right to Food. It also seriously 
compromises the constitutionally guaranteed Right to Life (Article 21). 


The draft Bill not only fails to use the flexibility available within the TRIPS Agreement (TRIPS) 
but also goes beyond TRIPS. In other words, the draft Bill proposes patent protection more than 
what is required under TRIPS. We believe that draft Bill provisions would give monopoly rights to 
pharmaceutical coinpanies at the cost of accessibility and availability of drugs under the product 
patent regime. 


We strongly demand that the Bill should not be introduced in haste, and the Government should 
not choose the ordinance route to amend Patents Act. We urge you to make use of the flexibility 
available under TRIPS to the optimum level. 


We strongly demand, 


The Bill shouid not compromise access to life saving medicines. Instead provisions must be 
made to guarantee access at affordable prices to them 

Make use of the flexibility offered by the TRIPS agreement 

Retain pre-grant opposition to the patent applications 

No other provisions other than the minimum stipulated by TRIPS 

No Ordinance on Patent Amendment 


a 
. 


allt veel ind 


Looking forward to your positive response and immediate action in this regard. 


Sincerely 
DAF-K members 


CC: Mrs. Sonia Gandhi, Convenor, United Progressive Alliance 
Shri Kamal Nath, Union Commerce Minister 
Shri Ram Vilas Paswan, Minister for Chemicals and Fertilizers 


, Drug Action Forum — Karnataka is part of Jana Swathya Abhiyan (People’s Health Move nent -- 
India www.phmovement.org). Also member of AIDAN (All India Drug Action Network) and HAI-AP (Health 
Action Forum - Asia Pacific www.haiap.org). 

Drug Action Forum — Karnataka is registered, not for profit and independent organisation 
campaigning for the rights of people by Rational Drug Therapy and Policy. 
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Medicine Therapeutics | _Innovator US price in _Estimated 
| US $ price after the 
: grant of 
product 
patents | 


Ortho Mac Neil 


Pack a 8.5 (Rs.382.5) | 54.5 
Pharmaceutical 4 
74.5 


Bristol Myers | 5.70 8.4 (Rs 369.60) 4. 


Squibb 
26.75 4.6 (Rs 202.00) | 355.7 


1809.0 


Levofloxacin 250MG ee | aoe Antibacterial 


Gatifloxacin 200mg Tequine Acute sinusitis, 
Pneumonia, 
urinary tract 
infections 


Biaxin Antibacterial 


Abbott 
Laboratories 


Clarithromycin 250mg 


Salmetrol (Serevent Diskus) 


1.81 (Rs.81.45) | 106.4 


Heart disease, 
cholesterol 
High blood 
pressure, 

hypertension 
Respiratory 
infection 
Meningitis, 
antifunga! 


Pulmicort Turbuhaler asthma 
| 200MCG/INH aerosol 
| Tinezolid 600mg bg 
Se! Sa ‘ 


Simvastatin Smg 


i il Ee 


1.59 (Rs.71.55) | 35.2 


76.35 262.0 
Rs.3435.75 
15.70 | 546.0 


(Rs.706,5) 


Trovan (Zithromax) 
AZITHROMYCIN 
Flucanozole 200mg 


Astra Zeneca 


WORLD BEALTH CRGANIZATION ORGANISATION MONDIALE DE LA SA) 


TOéphone Central/Exchenge (+41 22) 791.21.11 
Direct en 2) 791 .39.10 Dr A. Ramadoss 
Emait kimj@-vha int Minister of Health and Family Welfare 
‘ me Government of India | 
reply pleas refer to: Nirman Bhawan, Maulana Azad Road 
neem New Delhi-110 001 
India | 
Yourreference A-21-370-9 Pax: +91 11 2301 6648 
Votre référence: 
17 December 2004 
Dear Dr Ramadoss, 


We would like to bring to your attention that several of our Member States have 
expressed their concer that in the future, generic antiretroviral drugs from India may no 
longer be available to them. Among other places, these concerns were expressed by the 
delegations of Ghana, Lesotho, Malawi, and Namibia at our recent Procurement & Supply 
Management (PSM) Workshop in Nairobi, Kenya (2-9 December 2004), and by 
Bangladesh, Cambodia, China, Indonesia, Korea, Laos, Thailand, Papua New Guinea, and 
Vietnam at the Asian Regional Workshop on the WTO/TRIPS Agreement and Access to 
Medicines held in Kuala Lumpur, Malaysia (28-30 November 2004). 


As you are aware, WHO has been actively monitoring the implications ot trade 
agreements on public health. One key issue is the impact of the end of the transition period 
at 1 January 2005 allowed under the TRIPS Agreement, which delayed the application of 
prodict patents, on the local production and supply of generic antiretroviral agents. 


The WTO Ministerial Declaration on the TRIPS Agreement and Public Health 
adopted in Doha, 2001 affirmed that ‘the TRIPS Agreement can and should be interpreted 
and implemented in a manner supportive of WTO Members’ right to protect public health 
and, in particular, to promote access to medicines for all’. In line with this, recent resolutions 
of the World Health Assembly have also urged that national legislation should be adapted in 
order to use to the full the flexibilities contained in the TRIPS Agreement (WHA56.27, May 
2003 and 57.14, May 2004). In accordance with its mandate, WHO will therefore seek to 
provids technical assistance and support to Member States to promote implementation of the 
TRIPS Agreement consistent with the public health objective of ensuring access to 
medicines. 


LL 


Dr A>Ramadoss, New Delhi, India 
A-21-370-9 | 17 ay 


As India is the leader in the global supply of affordable antiretroviral drugs and other 
essential medicines, we hope thet the Indian government will take the necessary steps to 
Continne to account for the needs of the poorest nations that urgently need access to 
antiretrovirals, without adopting unnecessary restrictions that are not 1equired under the 
TRIPS Agreement and that would impede access to modicines. 


We thank you for your attention to this issue and send our best regards. 
Sincerely, 


Dr JimYong Kim 
Director 
Department of HIV/AIDS 
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4. Publications: - 

(a) Hepatitis-B Vaccination 

pislending Policy and Promotion. 
— By Dr.Gopal Dabade. 
This publication of 
DAF-K critically 
looks at the policy 
of government of 
India in which it 
plans to vaccinate 
all newborn. A 
condensed Kannada 
version of the same 
titled SHY, 830° 2 ONBOS BS, RS, Snv> by 
Dr.S.L. Pear and Ms. Sharada Gopal. 


(b) Study of Pain Killers (Analgesics 
& Antipyretics and NSAIDS) listedin 
a commercial publication for doctors' 


2 
Poficy & Promotion 


This study is an 
effort to place 
before the consumer 
groups that are 
involved in 
campaigning for 
Rational Drugs, 
about the most 
commonly used 
group of drugs- 
the pain killers . 


In the next phase, DAF-K plans to 
take up the issue of drugs for treating 
anemia. 

(C) wcdnsiren Bag wv, 
(Ayurveda Oushadha Udyama):in 
Kannada by  Dr.T.N.Manjunath. 
— a 
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(d) aRehY Bxane> (Nishedhitha 
Aushadhagalu):- In Kannada by Ms. 
Sharada Gopal and Dr. Gopal Dabade. 
Examines the drugs that need to be 
weeded out from the Indian market. 
Currently out of print. 


S. Bulletin in English three times a 
year :- On issues related to drug 
policies and campaign. 


6. Conducting training programs for 
non medical people regarding 
drug issues. 


= HOW YOU CAN CONTRIBUTE > 


1. Participate in ongoing meetings 
and trainings of DAF-K. 

2. | Purchase and distribute DAF-K 
publications. 

Ss: Form a DAF-K unitin your neighbourhood. 

4. Give scientific information and 
awareness to the common man 
and consumer regarding drugs 
that are meant for daily use. 


S. Contribute generously. 


6. DSF-K is not just for doctors as 
health and medicines are too 
important issues to be left to them. 
We need people from all walks of 
life. So Join DAF-K ! 


“ Half of all modern drugs could be 
thrown out of window, except that birds 
might eat them. 
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